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‘‘(2) on the effective date of regulations of the Sec-

retary to implement such amendments, 

whichever occurs first.’’

EFFECTIVE DATE OF 1990 AMENDMENT 

Pub. L. 101–629, § 2(c), Nov. 28, 1990, 104 Stat. 4513, pro-

vided that: ‘‘Section 519(b) of the Federal Food, Drug, 

and Cosmetic Act [21 U.S.C. 360i(b)], as added by the 

amendment made by subsection (a), shall take effect—

‘‘(1) upon the effective date of regulations promul-

gated under subsection (b) [set out below], or 

‘‘(2) upon the expiration of 12 months from the date 

of the enactment of this Act [Nov. 28, 1990], 

whichever occurs first.’’

Pub. L. 101–629, § 3(a)(2), Nov. 28, 1990, 104 Stat. 4514, 

provided that: ‘‘Section 519(a)(6) [21 U.S.C. 360i(a)(6)], as 

added by the amendment made by paragraph (1), shall 

take effect upon the effective date of final regulations 

under subsection (c) [set out below].’’

Pub. L. 101–629, § 3(b)(3), Nov. 28, 1990, 104 Stat. 4514, as 

amended by Pub. L. 102–300, § 2(a)(1), June 16, 1992, 106 

Stat. 238, provided that: ‘‘Section 519(e) [21 U.S.C. 

360i(e)], as added by the amendment made by paragraph 

(1), shall take effect upon the expiration of 9 months 

after the issuance of final regulations under subsection 

(c) [set out below].’’

[For effective date of amendment by Pub. L. 102–300, 

see section 2(b) of Pub. L. 102–300, set out above as an 

Effective Date of 1992 Amendment note.] 

REGULATIONS 

Pub. L. 101–629, § 2(b), Nov. 28, 1990, 104 Stat. 4512, pro-

vided that: ‘‘The Secretary of Health and Human Serv-

ices shall promulgate regulations to implement section 

519(b) of the Federal Food, Drug, and Cosmetic Act [21 

U.S.C. 360i(b)], as added by the amendment made by 

subsection (a) (including a definition of the summary 

required by paragraph (1)(C) of such section) not later 

than 12 months after the date of enactment of this Act 

[Nov. 28, 1990]. In promulgating the regulations, the 

Secretary shall minimize the administrative burdens 

on device user facilities consistent with the need to as-

sure adequate information.’’

Pub. L. 101–629, § 3(c), Nov. 28, 1990, 104 Stat. 4514, as 

amended by Pub. L. 102–300, § 2(a)(2), (3), June 16, 1992, 

106 Stat. 238, provided that: 

‘‘(1)(A) Not later than 9 months after the date of the 

enactment of this Act [Nov. 28, 1990], the Secretary of 

Health and Human Services shall issue proposed regula-

tions—

‘‘(i) to require distributors of devices to establish 

and maintain records and to make reports (including 

reports required by part 803 of title 21 of the Code of 

Federal Regulations) under section 519(a)(6) of the 

Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

360i(a)(6)], and 

‘‘(ii) to implement section 519(e) of such Act. 

The Secretary may exempt from regulations described 

in clause (i) classes of distributors of class I and class 

II devices from whom reports are not necessary for the 

protection of the public health. 

‘‘(B) Regulations under subparagraph (A) shall—

‘‘(i) require appropriate methods for maintenance 

of records to ensure that patients who receive devices 

can be provided the notification required by such Act 

[this chapter], 

‘‘(ii) require that manufacturers adopt effective 

methods of tracking devices, 

‘‘(iii) take into account the position of distributors 

in the device distribution process, and 

‘‘(iv) include such other requirements as the Sec-

retary deems necessary for the adoption of an effec-

tive user tracking program under section 519(e) of 

such Act. 

‘‘(2) Not later than 18 months after the date of the en-

actment of this Act, the Secretary shall issue final reg-

ulations to implement sections [sic] 519(a)(6) of the 

Federal Food, Drug, and Cosmetic Act. If the Secretary 

does not promulgate such final regulations upon the ex-

piration of such 18 months, the Congress finds that 

there is good cause for the proposed regulations to be 

considered as the final regulations without response to 

comment because the implementation of sections [sic] 

519(a)(6) of such Act is essential to protect the health 

of patients who use such devices. Consequently, in such 

event, the proposed regulations issued under paragraph 

(1) shall become final regulations as of the expiration 

of such 18 months. There shall be promptly published in 

the Federal Register notice of the new status of the 

proposed regulations. 

‘‘(3) Not later than November 28, 1992, the Secretary 

shall issue final regulations to implement section 519(e) 

of the Federal Food, Drug, and Cosmetic Act. If the 

Secretary does not promulgate such final regulations 

by November 28, 1992, the Congress finds that there is 

good cause for the proposed regulations to be consid-

ered as the final regulations without response to com-

ment because the implementation of section 519(e) of 

such Act is essential to protect the health of patients 

who use devices. In such event, the proposed regula-

tions issued under paragraph (1) shall become the 

issued final regulations on November 29, 1992. There 

shall be promptly published in the Federal Register no-

tice of the new status of the proposed regulations.’’

[For effective date of amendment by Pub. L. 102–300, 

see section 2(b) of Pub. L. 102–300, set out above as an 

Effective Date of 1992 Amendment note.] 

INFORMATION CONCERNING REPORTING REQUIREMENTS 

FOR DEVICE USER FACILITIES 

Pub. L. 101–629, § 2(d), Nov. 28, 1990, 104 Stat. 4513, di-

rected Secretary of Health and Human Services, during 

the 18-month period beginning on Nov. 28, 1990, to in-

form device user facilities (as defined in 21 U.S.C. 

360i(b)(5)(A)) and manufacturers and distributors of de-

vices respecting the requirements of 21 U.S.C. 360i(b), 

and, to the extent practicable, provide persons subject 

to such requirements assistance in the form of publica-

tions regarding such requirements. 

STUDY OF REPORTING REQUIREMENTS; COMPLIANCE BY 

DEVICE USER FACILITIES; ACTIONS BY MANUFACTUR-

ERS; COST EFFECTIVENESS; RECOMMENDATIONS 

Pub. L. 101–629, § 2(e), Nov. 28, 1990, 104 Stat. 4513, di-

rected Comptroller General of the United States, not 

more than 36 months after Nov. 28, 1990, to conduct a 

study of compliance by device user facilities with the 

requirements of 21 U.S.C. 360i(b), actions taken by man-

ufacturers of devices in response to reports made to 

them, cost effectiveness of such requirements and their 

implementation, and any recommendations for im-

provements to such requirements, with Comptroller 

General to complete the study and submit a report on 

the study not later than 45 months from Nov. 28, 1990, 

to appropriate committees of Congress. 

REPORT TO CONGRESS ON REPORTING REQUIREMENTS 

FOR DEVICE USER FACILITIES 

Pub. L. 101–629, § 2(f), Nov. 28, 1990, 104 Stat. 4513, di-

rected Secretary of Health and Human Services, not 

later than 36 months after Nov. 28, 1990, to prepare and 

submit to appropriate committees of Congress a report 

containing an evaluation of the requirements of 21 

U.S.C. 360i(b), consisting of an evaluation of the safety 

benefits of the requirements, the burdens placed on the 

Food and Drug Administration and on device user fa-

cilities by the requirements, and the cost-effectiveness 

of the requirements and recommendations for legisla-

tive reform. 

§ 360j. General provisions respecting control of 
devices intended for human use 

(a) General rule 

Any requirement authorized by or under sec-
tion 351, 352, 360, or 360i of this title applicable 
to a device intended for human use shall apply 
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to such device until the applicability of the re-
quirement to the device has been changed by ac-
tion taken under section 360c, 360d, or 360e of 
this title or under subsection (g) of this section, 
and any requirement established by or under 
section 351, 352, 360, or 360i of this title which is 
inconsistent with a requirement imposed on 
such device under section 360d or 360e of this 
title or under subsection (g) of this section shall 
not apply to such device. 

(b) Custom devices 

(1) In general 

The requirements of sections 360d and 360e of 
this title shall not apply to a device that—

(A) is created or modified in order to com-
ply with the order of an individual physician 
or dentist (or any other specially qualified 
person designated under regulations promul-
gated by the Secretary after an opportunity 
for an oral hearing); 

(B) in order to comply with an order de-
scribed in subparagraph (A), necessarily de-
viates from an otherwise applicable perform-
ance standard under section 360d of this title 
or requirement under section 360e of this 
title; 

(C) is not generally available in the United 
States in finished form through labeling or 
advertising by the manufacturer, importer, 
or distributor for commercial distribution; 

(D) is designed to treat a unique pathology 
or physiological condition that no other de-
vice is domestically available to treat; 

(E)(i) is intended to meet the special needs 
of such physician or dentist (or other spe-
cially qualified person so designated) in the 
course of the professional practice of such 
physician or dentist (or other specially 
qualified person so designated); or 

(ii) is intended for use by an individual pa-
tient named in such order of such physician 
or dentist (or other specially qualified per-
son so designated); 

(F) is assembled from components or man-
ufactured and finished on a case-by-case 
basis to accommodate the unique needs of 
individuals described in clause (i) or (ii) of 
subparagraph (E); and 

(G) may have common, standardized de-
sign characteristics, chemical and material 
compositions, and manufacturing processes 
as commercially distributed devices. 

(2) Limitations 

Paragraph (1) shall apply to a device only 
if—

(A) such device is for the purpose of treat-
ing a sufficiently rare condition, such that 
conducting clinical investigations on such 
device would be impractical; 

(B) production of such device under para-
graph (1) is limited to no more than 5 units 
per year of a particular device type, provided 
that such replication otherwise complies 
with this section; and 

(C) the manufacturer of such device noti-
fies the Secretary on an annual basis, in a 
manner prescribed by the Secretary, of the 
manufacture of such device. 

(3) Guidance 

Not later than 2 years after July 9, 2012, the 
Secretary shall issue final guidance on replica-

tion of multiple devices described in paragraph 
(2)(B). 

(c) Trade secrets 

Any information reported to or otherwise ob-
tained by the Secretary or his representative 
under section 360c, 360d, 360e, 360f, 360h, 360i, or 
374 of this title or under subsection (f) or (g) of 
this section which is exempt from disclosure 
pursuant to subsection (a) of section 552 of title 
5 by reason of subsection (b)(4) of such section 
shall be considered confidential and shall not be 
disclosed and may not be used by the Secretary 
as the basis for the reclassification of a device 
from class III to class II or class I or as the basis 
for the establishment or amendment of a per-
formance standard under section 360d of this 
title for a device reclassified from class III to 
class II, except (1) in accordance with subsection 
(h), and (2) that such information may be dis-
closed to other officers or employees concerned 
with carrying out this chapter or when relevant 
in any proceeding under this chapter (other than 
section 360c or 360d of this title). 

(d) Notices and findings 

Each notice of proposed rulemaking under sec-
tion 360c, 360d, 360e, 360f, 360h, or 360i of this 
title, or under this section, any other notice 
which is published in the Federal Register with 
respect to any other action taken under any 
such section and which states the reasons for 
such action, and each publication of findings re-
quired to be made in connection with rule-
making under any such section shall set forth—

(1) the manner in which interested persons 
may examine data and other information on 
which the notice or findings is based, and 

(2) the period within which interested per-
sons may present their comments on the no-
tice or findings (including the need therefor) 
orally or in writing, which period shall be at 
least sixty days but may not exceed ninety 
days unless the time is extended by the Sec-
retary by a notice published in the Federal 
Register stating good cause therefor. 

(e) Restricted devices 

(1) The Secretary may by regulation require 
that a device be restricted to sale, distribution, 
or use—

(A) only upon the written or oral authoriza-
tion of a practitioner licensed by law to ad-
minister or use such device, or 

(B) upon such other conditions as the Sec-
retary may prescribe in such regulation,

if, because of its potentiality for harmful effect 
or the collateral measures necessary to its use, 
the Secretary determines that there cannot oth-
erwise be reasonable assurance of its safety and 
effectiveness. No condition prescribed under sub-
paragraph (B) may restrict the use of a device to 
persons with specific training or experience in 
its use or to persons for use in certain facilities 
unless the Secretary determines that such a re-
striction is required for the safe and effective 
use of the device. No such condition may ex-
clude a person from using a device solely be-
cause the person does not have the training or 
experience to make him eligible for certification 
by a certifying board recognized by the Amer-
ican Board of Medical Specialties or has not 
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been certified by such a Board. A device subject 
to a regulation under this subsection is a re-
stricted device. 

(2) The label of a restricted device shall bear 
such appropriate statements of the restrictions 
required by a regulation under paragraph (1) as 
the Secretary may in such regulation prescribe. 

(f) Good manufacturing practice requirements 

(1)(A) The Secretary may, in accordance with 
subparagraph (B), prescribe regulations requir-
ing that the methods used in, and the facilities 
and controls used for, the manufacture, pre-pro-
duction design validation (including a process to 
assess the performance of a device but not in-
cluding an evaluation of the safety or effective-
ness of a device), packing, storage, and installa-
tion of a device conform to current good manu-
facturing practice, as prescribed in such regula-
tions, to assure that the device will be safe and 
effective and otherwise in compliance with this 
chapter. 

(B) Before the Secretary may promulgate any 
regulation under subparagraph (A) he shall—

(i) afford the advisory committee established 
under paragraph (3) an opportunity to submit 
recommendations to him with respect to the 
regulation proposed to be promulgated; 

(ii) afford opportunity for an oral hearing; 
and 

(iii) ensure that such regulation conforms, 
to the extent practicable, with internationally 
recognized standards defining quality systems, 
or parts of the standards, for medical devices.

The Secretary shall provide the advisory com-
mittee a reasonable time to make its rec-
ommendation with respect to proposed regula-
tions under subparagraph (A). 

(2)(A) Any person subject to any requirement 
prescribed by regulations under paragraph (1) 
may petition the Secretary for an exemption or 
variance from such requirement. Such a petition 
shall be submitted to the Secretary in such form 
and manner as he shall prescribe and shall—

(i) in the case of a petition for an exemption 
from a requirement, set forth the basis for the 
petitioner’s determination that compliance 
with the requirement is not required to assure 
that the device will be safe and effective and 
otherwise in compliance with this chapter, 

(ii) in the case of a petition for a variance 
from a requirement, set forth the methods 
proposed to be used in, and the facilities and 
controls proposed to be used for, the manufac-
ture, packing, storage, and installation of the 
device in lieu of the methods, facilities, and 
controls prescribed by the requirement, and 

(iii) contain such other information as the 
Secretary shall prescribe.

(B) The Secretary may refer to the advisory 
committee established under paragraph (3) any 
petition submitted under subparagraph (A). The 
advisory committee shall report its rec-
ommendations to the Secretary with respect to 
a petition referred to it within sixty days of the 
date of the petition’s referral. Within sixty days 
after—

(i) the date the petition was submitted to 
the Secretary under subparagraph (A), or 

(ii) if the petition was referred to an advi-
sory committee, the expiration of the sixty-

day period beginning on the date the petition 
was referred to the advisory committee,

whichever occurs later, the Secretary shall by 
order either deny the petition or approve it. 

(C) The Secretary may approve—
(i) a petition for an exemption for a device 

from a requirement if he determines that com-
pliance with such requirement is not required 
to assure that the device will be safe and effec-
tive and otherwise in compliance with this 
chapter, and 

(ii) a petition for a variance for a device 
from a requirement if he determines that the 
methods to be used in, and the facilities and 
controls to be used for, the manufacture, 
packing, storage, and installation of the de-
vice in lieu of the methods, controls, and fa-
cilities prescribed by the requirement are suf-
ficient to assure that the device will be safe 
and effective and otherwise in compliance 
with this chapter.

An order of the Secretary approving a petition 
for a variance shall prescribe such conditions re-
specting the methods used in, and the facilities 
and controls used for, the manufacture, packing, 
storage, and installation of the device to be 
granted the variance under the petition as may 
be necessary to assure that the device will be 
safe and effective and otherwise in compliance 
with this chapter. 

(D) After the issuance of an order under sub-
paragraph (B) respecting a petition, the peti-
tioner shall have an opportunity for an informal 
hearing on such order. 

(3) The Secretary shall establish an advisory 
committee for the purpose of advising and mak-
ing recommendations to him with respect to 
regulations proposed to be promulgated under 
paragraph (1)(A) and the approval or disapproval 
of petitions submitted under paragraph (2). The 
advisory committee shall be composed of nine 
members as follows: 

(A) Three of the members shall be appointed 
from persons who are officers or employees of 
any State or local government or of the Fed-
eral Government. 

(B) Two of the members shall be appointed 
from persons who are representative of inter-
ests of the device manufacturing industry; two 
of the members shall be appointed from per-
sons who are representative of the interests of 
physicians and other health professionals; and 
two of the members shall be representative of 
the interests of the general public.

Members of the advisory committee who are not 
officers or employees of the United States, while 
attending conferences or meetings of the com-
mittee or otherwise engaged in its business, 
shall be entitled to receive compensation at 
rates to be fixed by the Secretary, which rates 
may not exceed the daily equivalent of the rate 
in effect for grade GS–18 of the General Sched-
ule, for each day (including traveltime) they are 
so engaged; and while so serving away from 
their homes or regular places of business each 
member may be allowed travel expenses, includ-
ing per diem in lieu of subsistence, as authorized 
by section 5703 of title 5 for persons in the Gov-
ernment service employed intermittently. The 
Secretary shall designate one of the members of 
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the advisory committee to serve as its chair-
man. The Secretary shall furnish the advisory 
committee with clerical and other assistance. 
Section 14 of the Federal Advisory Committee 
Act shall not apply with respect to the duration 
of the advisory committee established under 
this paragraph. 

(g) Exemption for devices for investigational use 

(1) It is the purpose of this subsection to en-
courage, to the extent consistent with the pro-
tection of the public health and safety and with 
ethical standards, the discovery and develop-
ment of useful devices intended for human use 
and to that end to maintain optimum freedom 
for scientific investigators in their pursuit of 
that purpose. 

(2)(A) The Secretary shall, within the one hun-
dred and twenty-day period beginning on May 
28, 1976, by regulation prescribe procedures and 
conditions under which devices intended for 
human use may upon application be granted an 
exemption from the requirements of section 352, 
360, 360d, 360e, 360f, 360i, or 379e of this title or 
subsection (e) or (f) of this section or from any 
combination of such requirements to permit the 
investigational use of such devices by experts 
qualified by scientific training and experience to 
investigate the safety and effectiveness of such 
devices. 

(B) The conditions prescribed pursuant to sub-
paragraph (A) shall include the following: 

(i) A requirement that an application be sub-
mitted to the Secretary before an exemption 
may be granted and that the application be 
submitted in such form and manner as the 
Secretary shall specify. 

(ii) A requirement that the person applying 
for an exemption for a device assure the estab-
lishment and maintenance of such records, 
and the making of such reports to the Sec-
retary of safety or effectiveness data obtained 
as a result of the investigational use of the de-
vice during the exemption, as the Secretary 
determines will enable him to assure compli-
ance with such conditions, review the progress 
of the investigation, and evaluate the safety 
and effectiveness of the device. 

(iii) Such other requirements as the Sec-
retary may determine to be necessary for the 
protection of the public health and safety.

(C) Procedures and conditions prescribed pur-
suant to subparagraph (A) for an exemption may 
appropriately vary depending on (i) the scope 
and duration of clinical testing to be conducted 
under such exemption, (ii) the number of human 
subjects that are to be involved in such testing, 
(iii) the need to permit changes to be made in 
the device subject to the exemption during test-
ing conducted in accordance with a clinical test-
ing plan required under paragraph (3)(A), and 
(iv) whether the clinical testing of such device is 
for the purpose of developing data to obtain ap-
proval for the commercial distribution of such 
device. 

(3) Procedures and conditions prescribed pur-
suant to paragraph (2)(A) shall require, as a con-
dition to the exemption of any device to be the 
subject of testing involving human subjects, 
that the person applying for the exemption—

(A) submit a plan for any proposed clinical 
testing of the device and a report of prior in-

vestigations of the device (including, where 
appropriate, tests on animals) adequate to jus-
tify the proposed clinical testing—

(i) to the institutional review committee 
established in accordance with regulations 
of the Secretary to supervise clinical testing 
of devices in the facilities where the pro-
posed clinical testing is to be conducted, or 

(ii) to the Secretary, if—
(I) no such committee exists, or 
(II) the Secretary finds that the process 

of review by such committee is inadequate 
(whether or not the plan for such testing 
has been approved by such committee),

for review for adequacy to justify the com-
mencement of such testing; and, unless the 
plan and report are submitted to the Sec-
retary, submit to the Secretary a summary 
of the plan and a report of prior investiga-
tions of the device (including, where appro-
priate, tests on animals);

(B) promptly notify the Secretary (under 
such circumstances and in such manner as the 
Secretary prescribes) of approval by an insti-
tutional review committee of any clinical 
testing plan submitted to it in accordance 
with subparagraph (A); 

(C) in the case of a device to be distributed 
to investigators for testing, obtain signed 
agreements from each of such investigators 
that any testing of the device involving 
human subjects will be under such investiga-
tor’s supervision and in accordance with sub-
paragraph (D) and submit such agreements to 
the Secretary; and 

(D) assure that informed consent will be ob-
tained from each human subject (or his rep-
resentative) of proposed clinical testing in-
volving such device, except where, subject to 
such conditions as the Secretary may pre-
scribe—

(i) the proposed clinical testing poses no 
more than minimal risk to the human sub-
ject and includes appropriate safeguards to 
protect the rights, safety, and welfare of the 
human subject; or 

(ii) the investigator conducting or super-
vising the proposed clinical testing of the 
device determines in writing that there ex-
ists a life threatening situation involving 
the human subject of such testing which ne-
cessitates the use of such device and it is not 
feasible to obtain informed consent from the 
subject and there is not sufficient time to 
obtain such consent from his representative.

The determination required by subparagraph 
(D)(ii) shall be concurred in by a licensed physi-
cian who is not involved in the testing of the 
human subject with respect to which such deter-
mination is made unless immediate use of the 
device is required to save the life of the human 
subject of such testing and there is not suffi-
cient time to obtain such concurrence. 

(4)(A) An application, submitted in accordance 
with the procedures prescribed by regulations 
under paragraph (2), for an exemption for a de-
vice (other than an exemption from section 360f 
of this title) shall be deemed approved on the 
thirtieth day after the submission of the appli-
cation to the Secretary unless on or before such 
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day the Secretary by order disapproves the ap-
plication and notifies the applicant of the dis-
approval of the application. 

(B) The Secretary may disapprove an applica-
tion only if he finds that the investigation with 
respect to which the application is submitted 
does not conform to procedures and conditions 
prescribed under regulations under paragraph 
(2). Such a notification shall contain the order 
of disapproval and a complete statement of the 
reasons for the Secretary’s disapproval of the 
application and afford the applicant opportunity 
for an informal hearing on the disapproval 
order. 

(C) Consistent with paragraph (1), the Sec-
retary shall not disapprove an application under 
this subsection because the Secretary deter-
mines that—

(i) the investigation may not support a sub-
stantial equivalence or de novo classification 
determination or approval of the device; 

(ii) the investigation may not meet a re-
quirement, including a data requirement, re-
lating to the approval or clearance of a device; 
or 

(iii) an additional or different investigation 
may be necessary to support clearance or ap-
proval of the device.

(5) The Secretary may by order withdraw an 
exemption granted under this subsection for a 
device if the Secretary determines that the con-
ditions applicable to the device under this sub-
section for such exemption are not met. Such an 
order may be issued only after opportunity for 
an informal hearing, except that such an order 
may be issued before the provision of an oppor-
tunity for an informal hearing if the Secretary 
determines that the continuation of testing 
under the exemption with respect to which the 
order is to be issued will result in an unreason-
able risk to the public health. 

(6)(A) Not later than 1 year after November 21, 
1997, the Secretary shall by regulation establish, 
with respect to a device for which an exemption 
under this subsection is in effect, procedures and 
conditions that, without requiring an additional 
approval of an application for an exemption or 
the approval of a supplement to such an applica-
tion, permit—

(i) developmental changes in the device (in-
cluding manufacturing changes) that do not 
constitute a significant change in design or in 
basic principles of operation and that are 
made in response to information gathered dur-
ing the course of an investigation; and 

(ii) changes or modifications to clinical pro-
tocols that do not affect—

(I) the validity of data or information re-
sulting from the completion of an approved 
protocol, or the relationship of likely pa-
tient risk to benefit relied upon to approve 
a protocol; 

(II) the scientific soundness of an inves-
tigational plan submitted under paragraph 
(3)(A); or 

(III) the rights, safety, or welfare of the 
human subjects involved in the investiga-
tion.

(B) Regulations under subparagraph (A) shall 
provide that a change or modification described 
in such subparagraph may be made if—

(i) the sponsor of the investigation deter-
mines, on the basis of credible information (as 
defined by the Secretary) that the applicable 
conditions under subparagraph (A) are met; 
and 

(ii) the sponsor submits to the Secretary, 
not later than 5 days after making the change 
or modification, a notice of the change or 
modification.

(7)(A) In the case of a person intending to in-
vestigate the safety or effectiveness of a class 
III device or any implantable device, the Sec-
retary shall ensure that the person has an op-
portunity, prior to submitting an application to 
the Secretary or to an institutional review com-
mittee, to submit to the Secretary, for review, 
an investigational plan (including a clinical pro-
tocol). If the applicant submits a written re-
quest for a meeting with the Secretary regard-
ing such review, the Secretary shall, not later 
than 30 days after receiving the request, meet 
with the applicant for the purpose of reaching 
agreement regarding the investigational plan 
(including a clinical protocol). The written re-
quest shall include a detailed description of the 
device, a detailed description of the proposed 
conditions of use of the device, a proposed plan 
(including a clinical protocol) for determining 
whether there is a reasonable assurance of effec-
tiveness, and, if available, information regard-
ing the expected performance from the device. 

(B) Any agreement regarding the parameters 
of an investigational plan (including a clinical 
protocol) that is reached between the Secretary 
and a sponsor or applicant shall be reduced to 
writing and made part of the administrative 
record by the Secretary. Any such agreement 
shall not be changed, except—

(i) with the written agreement of the spon-
sor or applicant; or 

(ii) pursuant to a decision, made in accord-
ance with subparagraph (C) by the director of 
the office in which the device involved is re-
viewed, that a substantial scientific issue es-
sential to determining the safety or effective-
ness of the device involved has been identified.

(C) A decision under subparagraph (B)(ii) by 
the director shall be in writing, and may be 
made only after the Secretary has provided to 
the sponsor or applicant an opportunity for a 
meeting at which the director and the sponsor 
or applicant are present and at which the direc-
tor documents the scientific issue involved. 

(8)(A) At any time, the Secretary may prohibit 
the sponsor of an investigation from conducting 
the investigation (referred to in this paragraph 
as a ‘‘clinical hold’’) if the Secretary makes a 
determination described in subparagraph (B). 
The Secretary shall specify the basis for the 
clinical hold, including the specific information 
available to the Secretary which served as the 
basis for such clinical hold, and confirm such de-
termination in writing. 

(B) For purposes of subparagraph (A), a deter-
mination described in this subparagraph with 
respect to a clinical hold is a determination 
that—

(i) the device involved represents an unrea-
sonable risk to the safety of the persons who 
are the subjects of the clinical investigation, 
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taking into account the qualifications of the 
clinical investigators, information about the 
device, the design of the clinical investigation, 
the condition for which the device is to be in-
vestigated, and the health status of the sub-
jects involved; or 

(ii) the clinical hold should be issued for 
such other reasons as the Secretary may by 
regulation establish.

(C) Any written request to the Secretary from 
the sponsor of an investigation that a clinical 
hold be removed shall receive a decision, in writ-
ing and specifying the reasons therefor, within 
30 days after receipt of such request. Any such 
request shall include sufficient information to 
support the removal of such clinical hold. 

(h) Release of information respecting safety and 
effectiveness 

(1) The Secretary shall promulgate regulations 
under which a detailed summary of information 
respecting the safety and effectiveness of a de-
vice which information was submitted to the 
Secretary and which was the basis for—

(A) an order under section 360e(d)(1)(A) of 
this title approving an application for pre-
market approval for the device or denying ap-
proval of such an application or an order under 
section 360e(e) of this title withdrawing ap-
proval of such an application for the device, 

(B) an order under section 360e(f)(6)(A) of 
this title revoking an approved protocol for 
the device, an order under section 360e(f)(6)(B) 
of this title declaring a protocol for the device 
completed or not completed, or an order under 
section 360e(f)(7) of this title revoking the ap-
proval of the device, or 

(C) an order approving an application under 
subsection (g) for an exemption for the device 
from section 360f of this title or an order dis-
approving, or withdrawing approval of, an ap-
plication for an exemption under such sub-
section for the device,

shall be made available to the public upon 
issuance of the order. Summaries of information 
made available pursuant to this paragraph re-
specting a device shall include information re-
specting any adverse effects on health of the de-
vice. 

(2) The Secretary shall promulgate regulations 
under which each advisory committee estab-
lished under section 360e(g)(2)(B) of this title 
shall make available to the public a detailed 
summary of information respecting the safety 
and effectiveness of a device which information 
was submitted to the advisory committee and 
which was the basis for its recommendation to 
the Secretary made pursuant to section 
360e(g)(2)(A) of this title. A summary of informa-
tion upon which such a recommendation is 
based shall be made available pursuant to this 
paragraph only after the issuance of the order 
with respect to which the recommendation was 
made and each summary shall include informa-
tion respecting any adverse effect on health of 
the device subject to such order. 

(3) Except as provided in paragraph (4), any in-
formation respecting a device which is made 
available pursuant to paragraph (1) or (2) of this 
subsection (A) may not be used to establish the 

safety or effectiveness of another device for pur-
poses of this chapter by any person other than 
the person who submitted the information so 
made available, and (B) shall be made available 
subject to subsection (c) of this section. 

(4)(A) Subject to subparagraph (C), any infor-
mation contained in an application for pre-
market approval filed with the Secretary pursu-
ant to section 360e(c) of this title (including in-
formation from clinical and preclinical tests or 
studies that demonstrate the safety and effec-
tiveness of a device, but excluding descriptions 
of methods of manufacture and product com-
position and other trade secrets) shall be avail-
able, 6 years after the application has been ap-
proved by the Secretary, for use by the Sec-
retary in—

(i) approving another device; 
(ii) determining whether a product develop-

ment protocol has been completed, under sec-
tion 360e of this title for another device; 

(iii) establishing a performance standard or 
special control under this chapter; or 

(iv) classifying or reclassifying another de-
vice under section 360c of this title and sub-
section (l)(2).

(B) The publicly available detailed summaries 
of information respecting the safety and effec-
tiveness of devices required by paragraph (1)(A) 
shall be available for use by the Secretary as the 
evidentiary basis for the agency actions de-
scribed in subparagraph (A). 

(C) No information contained in an application 
for premarket approval filed with the Secretary 
pursuant to section 360e(c) of this title may be 
used to approve or clear any application sub-
mitted under section 360e or 360(k) of this title 
or to classify a product under section 360c(f)(2) 
of this title for a combination product con-
taining as a constituent part an approved drug 
(as defined in section 353(g)(5)(B) of this title) 
unless—

(i) the application includes the certification 
or statement referenced in section 353(g)(5)(A) 
of this title; 

(ii) the applicant provides notice as de-
scribed in section 353(g)(5)(A) of this title; and 

(iii) the Secretary’s approval of such appli-
cation is subject to the provisions in section 
353(g)(5)(C) of this title. 

(i) Proceedings of advisory panels and commit-
tees 

Each panel under section 360c of this title and 
each advisory committee established under sec-
tion 360d(b)(5)(B) or 360e(g) of this title or under 
subsection (f) of this section shall make and 
maintain a transcript of any proceeding of the 
panel or committee. Each such panel and com-
mittee shall delete from any transcript made 
pursuant to this subsection information which 
under subsection (c) of this section is to be con-
sidered confidential. 

(j) Traceability 

Except as provided in section 360i(e) of this 
title, no regulation under this chapter may im-
pose on a type or class of device requirements 
for the traceability of such type or class of de-
vice unless such requirements are necessary to 
assure the protection of the public health. 
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(k) Research and development 

The Secretary may enter into contracts for re-
search, testing, and demonstrations respecting 
devices and may obtain devices for research, 
testing, and demonstration purposes without re-
gard to section 3324(a) and (b) of title 31 and sec-
tion 6101 of title 41. 

(l) Transitional provisions for devices considered 
as new drugs 

(1) Any device intended for human use—
(A) for which on May 28, 1976 (hereinafter in 

this subsection referred to as the ‘‘enactment 
date’’) an approval of an application submitted 
under section 355(b) of this title was in effect; 

(B) for which such an application was filed 
on or before the enactment date and with re-
spect to which application no order of ap-
proval or refusing to approve had been issued 
on such date under subsection (c) or (d) of such 
section; 

(C) for which on the enactment date an ex-
emption under subsection (i) of such section 
was in effect; 

(D) which is within a type of device de-
scribed in subparagraph (A), (B), or (C) and is 
substantially equivalent to another device 
within that type; 

(E) which the Secretary in a notice pub-
lished in the Federal Register before the en-
actment date has declared to be a new drug 
subject to section 355 of this title; or 

(F) with respect to which on the enactment 
date an action is pending in a United States 
court under section 332, 333, or 334 of this title 
for an alleged violation of a provision of sec-
tion 331 of this title which enforces a require-
ment of section 355 of this title or for an al-
leged violation of section 355(a) of this title,

is classified in class III unless the Secretary in 
response to a petition submitted under para-
graph (2) has classified such device in class I or 
II. 

(2) The Secretary may initiate the reclassi-
fication of a device classified into class III under 
paragraph (1) of this subsection or the manufac-
turer or importer of a device classified under 
paragraph (1) may petition the Secretary (in 
such form and manner as he shall prescribe) for 
the issuance of an order classifying the device in 
class I or class II. Within thirty days of the fil-
ing of such a petition, the Secretary shall notify 
the petitioner of any deficiencies in the petition 
which prevent the Secretary from making a de-
cision on the petition. Except as provided in 
paragraph (3)(D)(ii), within one hundred and 
eighty days after the filing of a petition under 
this paragraph, the Secretary shall, after con-
sultation with the appropriate panel under sec-
tion 360c of this title, by order either deny the 
petition or order the classification, in accord-
ance with the criteria prescribed by section 
360c(a)(1)(A) of this title or 360c(a)(1)(B) of this 
title, of the device in class I or class II. 

(3)(A) In the case of a device which is described 
in paragraph (1)(A) and which is in class III—

(i) such device shall on the enactment date 
be considered a device with an approved appli-
cation under section 360e of this title, and 

(ii) the requirements applicable to such de-
vice before the enactment date under section 

355 of this title shall continue to apply to such 
device until changed by the Secretary as au-
thorized by this chapter.

(B) In the case of a device which is described 
in paragraph (1)(B) and which is in class III, an 
application for such device shall be considered 
as having been filed under section 360e of this 
title on the enactment date. The period in which 
the Secretary shall act on such application in 
accordance with section 360e(d)(1) of this title 
shall be one hundred and eighty days from the 
enactment date (or such greater period as the 
Secretary and the applicant may agree upon 
after the Secretary has made the finding re-
quired by section 360e(d)(1)(B)(i) of this title) 
less the number of days in the period beginning 
on the date an application for such device was 
filed under section 355 of this title and ending on 
the enactment date. After the expiration of such 
period such device is required, unless exempt 
under subsection (g), to have in effect an ap-
proved application under section 360e of this 
title. 

(C) A device which is described in paragraph 
(1)(C) and which is in class III shall be consid-
ered a new drug until the expiration of the nine-
ty-day period beginning on the date of the pro-
mulgation of regulations under subsection (g) of 
this section. After the expiration of such period 
such device is required, unless exempt under 
subsection (g), to have in effect an approved ap-
plication under section 360e of this title. 

(D)(i) Except as provided in clauses (ii) and 
(iii), a device which is described in subparagraph 
(D), (E), or (F) of paragraph (1) and which is in 
class III is required, unless exempt under sub-
section (g) of this section, to have on and after 
sixty days after the enactment date in effect an 
approved application under section 360e of this 
title. 

(ii) If—
(I) a petition is filed under paragraph (2) for 

a device described in subparagraph (D), (E), or 
(F) of paragraph (1), or 

(II) an application for premarket approval is 
filed under section 360e of this title for such a 
device,

within the sixty-day period beginning on the en-
actment date (or within such greater period as 
the Secretary, after making the finding required 
under section 360e(d)(1)(B) of this title, and the 
petitioner or applicant may agree upon), the 
Secretary shall act on such petition or applica-
tion in accordance with paragraph (2) or section 
360e of this title except that the period within 
which the Secretary must act on the petition or 
application shall be within the one hundred and 
twenty-day period beginning on the date the pe-
tition or application is filed. If such a petition 
or application is filed within such sixty-day (or 
greater) period, clause (i) of this subparagraph 
shall not apply to such device before the expira-
tion of such one hundred and twenty-day period, 
or if such petition is denied or such application 
is denied approval, before the date of such de-
nial, whichever occurs first. 

(iii) In the case of a device which is described 
in subparagraph (E) of paragraph (1), which the 
Secretary in a notice published in the Federal 
Register after March 31, 1976, declared to be a 
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new drug subject to section 355 of this title, and 
which is in class III—

(I) the device shall, after eighteen months 
after the enactment date, have in effect an ap-
proved application under section 360e of this 
title unless exempt under subsection (g) of 
this section, and 

(II) the Secretary may, during the period be-
ginning one hundred and eighty days after the 
enactment date and ending eighteen months 
after such date, restrict the use of the device 
to investigational use by experts qualified by 
scientific training and experience to inves-
tigate the safety and effectiveness of such de-
vice, and to investigational use in accordance 
with the requirements applicable under regu-
lations under subsection (g) of this section to 
investigational use of devices granted an ex-
emption under such subsection.

If the requirements under subsection (g) of this 
section are made applicable to the investiga-
tional use of such a device, they shall be made 
applicable in such a manner that the device 
shall be made reasonably available to physicians 
meeting appropriate qualifications prescribed by 
the Secretary. 

(4) Repealed. Pub. L. 105–115, title I, 
§ 125(b)(2)(E), Nov. 21, 1997, 111 Stat. 2325. 

(5)(A) Before December 1, 1991, the Secretary 
shall by order require manufacturers of devices 
described in paragraph (1), which are subject to 
revision of classification under subparagraph 
(B), to submit to the Secretary a summary of 
and citation to any information known or other-
wise available to the manufacturers respecting 
the devices, including adverse safety or effec-
tiveness information which has not been sub-
mitted under section 360i of this title. The Sec-
retary may require a manufacturer to submit 
the adverse safety or effectiveness data for 
which a summary and citation were submitted, 
if such data are available to the manufacturer. 

(B) Except as provided in subparagraph (C), 
after the issuance of an order under subpara-
graph (A) but before December 1, 1992, the Sec-
retary shall publish a regulation in the Federal 
Register for each device which is classified in 
class III under paragraph (1) revising the classi-
fication of the device so that the device is classi-
fied into class I or class II, unless the regulation 
requires the device to remain in class III. In de-
termining whether to revise the classification of 
a device or to require a device to remain in class 
III, the Secretary shall apply the criteria set 
forth in section 360c(a) of this title. Before the 
publication of a regulation requiring a device to 
remain in class III or revising its classification, 
the Secretary shall publish a proposed regula-
tion respecting the classification of a device 
under this subparagraph and provide an oppor-
tunity for the submission of comments on any 
such regulation. No regulation under this sub-
paragraph requiring a device to remain in class 
III or revising its classification may take effect 
before the expiration of 90 days from the date of 
the publication in the Federal Register of the 
proposed regulation. 

(C) The Secretary may by notice published in 
the Federal Register extend the period pre-
scribed by subparagraph (B) for a device for an 
additional period not to exceed 1 year. 

(m) Humanitarian device exemption 

(1) To the extent consistent with the protec-
tion of the public health and safety and with 
ethical standards, it is the purpose of this sub-
section to encourage the discovery and use of 
devices intended to benefit patients in the treat-
ment and diagnosis of diseases or conditions 
that affect not more than 8,000 individuals in the 
United States. 

(2) The Secretary may grant a request for an 
exemption from the effectiveness requirements 
of sections 360d and 360e of this title for a device 
for which the Secretary finds that—

(A) the device is designed to treat or diag-
nose a disease or condition that affects not 
more than 8,000 individuals in the United 
States, 

(B) the device would not be available to a 
person with a disease or condition referred to 
in subparagraph (A) unless the Secretary 
grants such an exemption and there is no com-
parable device, other than under this exemp-
tion, available to treat or diagnose such dis-
ease or condition, and 

(C) the device will not expose patients to an 
unreasonable or significant risk of illness or 
injury and the probable benefit to health from 
the use of the device outweighs the risk of in-
jury or illness from its use, taking into ac-
count the probable risks and benefits of cur-
rently available devices or alternative forms 
of treatment.

The request shall be in the form of an applica-
tion submitted to the Secretary and such appli-
cation shall include the certification required 
under section 282(j)(5)(B) of title 42 (which shall 
not be considered an element of such applica-
tion). Not later than 75 days after the date of 
the receipt of the application, the Secretary 
shall issue an order approving or denying the ap-
plication. 

(3) Except as provided in paragraph (6), no per-
son granted an exemption under paragraph (2) 
with respect to a device may sell the device for 
an amount that exceeds the costs of research 
and development, fabrication, and distribution 
of the device. 

(4) Devices granted an exemption under para-
graph (2) may only be used—

(A) in facilities in which clinical testing of 
devices is supervised by an institutional re-
view committee established in accordance 
with the regulations of the Secretary; and 

(B) if, before the use of a device, an institu-
tional review committee or an appropriate 
local committee approves the use in the treat-
ment or diagnosis of a disease or condition re-
ferred to in paragraph (2)(A), unless a physi-
cian determines in an emergency situation 
that approval from an institutional review 
committee or an appropriate local committee 
can not be obtained in time to prevent serious 
harm or death to a patient.

In a case described in subparagraph (B) in which 
a physician uses a device without an approval 
from an institutional review committee or an 
appropriate local committee, the physician 
shall, after the use of the device, notify the 
chairperson of the institutional review com-
mittee or an appropriate local committee of 
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such use. Such notification shall include the 
identification of the patient involved, the date 
on which the device was used, and the reason for 
the use. 

(5) The Secretary may require a person grant-
ed an exemption under paragraph (2) to dem-
onstrate continued compliance with the require-
ments of this subsection if the Secretary be-
lieves such demonstration to be necessary to 
protect the public health, if the Secretary has 
reason to believe that the requirements of para-
graph (6) are no longer met, or if the Secretary 
has reason to believe that the criteria for the 
exemption are no longer met. If the person 
granted an exemption under paragraph (2) fails 
to demonstrate continued compliance with the 
requirements of this subsection, the Secretary 
may suspend or withdraw the exemption from 
the effectiveness requirements of sections 360d 
and 360e of this title for a humanitarian device 
only after providing notice and an opportunity 
for an informal hearing. 

(6)(A) Except as provided in subparagraph (D), 
the prohibition in paragraph (3) shall not apply 
with respect to a person granted an exemption 
under paragraph (2) if each of the following con-
ditions apply: 

(i) The device with respect to which the ex-
emption is granted—

(I) is intended for the treatment or diag-
nosis of a disease or condition that occurs in 
pediatric patients or in a pediatric sub-
population, and such device is labeled for use 
in pediatric patients or in a pediatric sub-
population in which the disease or condition 
occurs; or 

(II) is intended for the treatment or diag-
nosis of a disease or condition that does not 
occur in pediatric patients or that occurs in 
pediatric patients in such numbers that the 
development of the device for such patients 
is impossible, highly impracticable, or un-
safe.

(ii) During any calendar year, the number of 
such devices distributed during that year 
under each exemption granted under this sub-
section does not exceed the annual distribu-
tion number for such device. In this para-
graph, the term ‘‘annual distribution number’’ 
means the number of such devices reasonably 
needed to treat, diagnose, or cure a population 
of 8,000 individuals in the United States. The 
Secretary shall determine the annual distribu-
tion number when the Secretary grants such 
exemption. 

(iii) Such person immediately notifies the 
Secretary if the number of such devices dis-
tributed during any calendar year exceeds the 
annual distribution number referred to in 
clause (ii). 

(iv) The request for such exemption is sub-
mitted on or before October 1, 2022.

(B) The Secretary may inspect the records re-
lating to the number of devices distributed dur-
ing any calendar year of a person granted an ex-
emption under paragraph (2) for which the pro-
hibition in paragraph (3) does not apply. 

(C) A person may petition the Secretary to 
modify the annual distribution number deter-
mined by the Secretary under subparagraph 

(A)(ii) with respect to a device if additional in-
formation arises, and the Secretary may modify 
such annual distribution number. 

(D) If a person notifies the Secretary, or the 
Secretary determines through an inspection 
under subparagraph (B), that the number of de-
vices distributed during any calendar year ex-
ceeds the annual distribution number, as re-
quired under subparagraph (A)(iii), and modified 
under subparagraph (C), if applicable, then the 
prohibition in paragraph (3) shall apply with re-
spect to such person for such device for any 
sales of such device after such notification. 

(E)(i) In this subsection, the term ‘‘pediatric 
patients’’ means patients who are 21 years of age 
or younger at the time of the diagnosis or treat-
ment. 

(ii) In this subsection, the term ‘‘pediatric 
subpopulation’’ means 1 of the following popu-
lations: 

(I) Neonates. 
(II) Infants. 
(III) Children. 
(IV) Adolescents.

(7) The Secretary shall refer any report of an 
adverse event regarding a device described in 
paragraph (6)(A)(i)(I) for which the prohibition 
under paragraph (3) does not apply pursuant to 
paragraph (6)(A) that the Secretary receives to 
the Office of Pediatric Therapeutics, established 
under section 393a of this title. In considering 
the report, the Director of the Office of Pedi-
atric Therapeutics, in consultation with experts 
in the Center for Devices and Radiological 
Health, shall provide for periodic review of the 
report by the Pediatric Advisory Committee, in-
cluding obtaining any recommendations of such 
committee regarding whether the Secretary 
should take action under this chapter in re-
sponse to the report. 

(8) The Secretary, acting through the Office of 
Pediatric Therapeutics and the Center for De-
vices and Radiological Health, shall provide for 
an annual review by the Pediatric Advisory 
Committee of all devices described in paragraph 
(6)(A)(i)(I) to ensure that the exemption under 
paragraph (2) remains appropriate for the pedi-
atric populations for which it is granted. 

(n) Regulation of contact lenses as devices 

(1) All contact lenses shall be deemed to be de-
vices under section 321(h) of this title. 

(2) Paragraph (1) shall not be construed as 
bearing on or being relevant to the question of 
whether any product other than a contact lens 
is a device as defined by section 321(h) of this 
title or a drug as defined by section 321(g) of this 
title. 

(o) Regulation of medical and certain decisions 
support software 

(1) The term device,1 as defined in section 
321(h) of this title, shall not include a software 
function that is intended—

(A) for administrative support of a health 
care facility, including the processing and 
maintenance of financial records, claims or 
billing information, appointment schedules, 
business analytics, information about patient 
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populations, admissions, practice and inven-
tory management, analysis of historical 
claims data to predict future utilization or 
cost-effectiveness, determination of health 
benefit eligibility, population health manage-
ment, and laboratory workflow; 

(B) for maintaining or encouraging a 
healthy lifestyle and is unrelated to the diag-
nosis, cure, mitigation, prevention, or treat-
ment of a disease or condition; 

(C) to serve as electronic patient records, in-
cluding patient-provided information, to the 
extent that such records are intended to trans-
fer, store, convert formats, or display the 
equivalent of a paper medical chart, so long 
as—

(i) such records were created, stored, 
transferred, or reviewed by health care pro-
fessionals, or by individuals working under 
supervision of such professionals; 

(ii) such records are part of health infor-
mation technology that is certified under 
section 300jj–11(c)(5) of title 42; and 

(iii) such function is not intended to inter-
pret or analyze patient records, including 
medical image data, for the purpose of the 
diagnosis, cure, mitigation, prevention, or 
treatment of a disease or condition;

(D) for transferring, storing, converting for-
mats, or displaying clinical laboratory test or 
other device data and results, findings by a 
health care professional with respect to such 
data and results, general information about 
such findings, and general background infor-
mation about such laboratory test or other de-
vice, unless such function is intended to inter-
pret or analyze clinical laboratory test or 
other device data, results, and findings; or 

(E) unless the function is intended to ac-
quire, process, or analyze a medical image or 
a signal from an in vitro diagnostic device or 
a pattern or signal from a signal acquisition 
system, for the purpose of—

(i) displaying, analyzing, or printing med-
ical information about a patient or other 
medical information (such as peer-reviewed 
clinical studies and clinical practice guide-
lines); 

(ii) supporting or providing recommenda-
tions to a health care professional about pre-
vention, diagnosis, or treatment of a disease 
or condition; and 

(iii) enabling such health care professional 
to independently review the basis for such 
recommendations that such software pre-
sents so that it is not the intent that such 
health care professional rely primarily on 
any of such recommendations to make a 
clinical diagnosis or treatment decision re-
garding an individual patient.

(2) In the case of a product with multiple func-
tions that contains—

(A) at least one software function that meets 
the criteria under paragraph (1) or that other-
wise does not meet the definition of device 
under section 321(h) of this title; and 

(B) at least one function that does not meet 
the criteria under paragraph (1) and that oth-
erwise meets the definition of a device under 
section 321(h) of this title,

the Secretary shall not regulate the software 
function of such product described in subpara-
graph (A) as a device. Notwithstanding the pre-
ceding sentence, when assessing the safety and 
effectiveness of the device function or functions 
of such product described in subparagraph (B), 
the Secretary may assess the impact that the 
software function or functions described in sub-
paragraph (A) have on such device function or 
functions. 

(3)(A) Notwithstanding paragraph (1), a soft-
ware function described in subparagraph (C), 
(D), or (E) of paragraph (1) shall not be excluded 
from the definition of device under section 321(h) 
of this title if—

(i) the Secretary makes a finding that use of 
such software function would be reasonably 
likely to have serious adverse health con-
sequences; and 

(ii) the software function has been identified 
in a final order issued by the Secretary under 
subparagraph (B).

(B) Subparagraph (A) shall apply only if the 
Secretary—

(i) publishes a notification and proposed 
order in the Federal Register; 

(ii) includes in such notification the Sec-
retary’s finding, including the rationale and 
identification of the evidence on which such 
finding was based, as described in subpara-
graph (A)(i); and 

(iii) provides for a period of not less than 30 
calendar days for public comment before 
issuing a final order or withdrawing such pro-
posed order.

(C) In making a finding under subparagraph 
(A)(i) with respect to a software function, the 
Secretary shall consider—

(i) the likelihood and severity of patient 
harm if the software function were to not per-
form as intended; 

(ii) the extent to which the software func-
tion is intended to support the clinical judg-
ment of a health care professional; 

(iii) whether there is a reasonable oppor-
tunity for a health care professional to review 
the basis of the information or treatment rec-
ommendation provided by the software func-
tion; and 

(iv) the intended user and user environment, 
such as whether a health care professional will 
use a software function of a type described in 
subparagraph (E) of paragraph (1).

(4) Nothing in this subsection shall be con-
strued as limiting the authority of the Sec-
retary to—

(A) exercise enforcement discretion as to 
any device subject to regulation under this 
chapter; 

(B) regulate software used in the manufac-
ture and transfusion of blood and blood com-
ponents to assist in the prevention of disease 
in humans; or 

(C) regulate software as a device under this 
chapter if such software meets the criteria 
under section 360c(a)(1)(C) of this title. 

(p) Diagnostic imaging devices intended for use 
with contrast agents 

(1) In general 

The Secretary may, subject to the suc-
ceeding provisions of this subsection, approve 
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2 So in original. Probably should be ‘‘sections’’. 

an application (or a supplement to such an ap-
plication) submitted under section 360e of this 
title with respect to an applicable medical im-
aging device, or, in the case of an applicable 
medical imaging device for which a notifica-
tion is submitted under section 360(k) of this 
title, may make a substantial equivalence de-
termination with respect to an applicable 
medical imaging device, or may grant a re-
quest submitted under section 360c(f)(2) of this 
title for an applicable medical imaging device, 
if such application, notification, or request in-
volves the use of a contrast agent that is not—

(A) in a concentration, rate of administra-
tion, or route of administration that is dif-
ferent from those described in the approved 
labeling of the contrast agent, except that 
the Secretary may approve such application, 
make such substantial equivalence deter-
mination, or grant such request if the Sec-
retary determines that such differences in 
concentration, rate of administration, or 
route of administration exist but do not ad-
versely affect the safety and effectiveness of 
the contrast agent when used with the de-
vice; 

(B) in a region, organ, or system of the 
body that is different from those described 
in the approved labeling of the contrast 
agent, except that the Secretary may ap-
prove such application, make such substan-
tial equivalence determination, or grant 
such request if the Secretary determines 
that such differences in region, organ, or 
system of the body exist but do not ad-
versely affect the safety and effectiveness of 
the contrast agent when used with the de-
vice; 

(C) in a patient population that is different 
from those described in the approved label-
ing of the contrast agent, except that the 
Secretary may approve such application, 
make such substantial equivalence deter-
mination, or grant such request if the Sec-
retary determines such differences in pa-
tient population exist but do not adversely 
affect the safety and effectiveness of the 
contrast agent when used with the device; or 

(D) in an imaging modality that is dif-
ferent from those described in the approved 
labeling of the contrast agent. 

(2) Premarket review 

The agency center charged with premarket 
review of devices shall have primary jurisdic-
tion with respect to the review of an applica-
tion, notification, or request described in 
paragraph (1). In conducting such review, such 
agency center may—

(A) consult with the agency center charged 
with the premarket review of drugs or bio-
logical products; and 

(B) review information and data provided 
to the Secretary by the sponsor of a contrast 
agent in an application submitted under sec-
tion 355 of this title or section 262 of title 42, 
so long as the sponsor of such contrast agent 
has provided to the sponsor of the applicable 
medical imaging device that is the subject of 
such review a right of reference and the ap-
plication is submitted in accordance with 
this subsection. 

(3) Applicable requirements 

An application submitted under section 360e 
of this title, a notification submitted under 
section 360(k) of this title, or a request sub-
mitted under section 360c(f)(2) of this title, as 
described in paragraph (1), with respect to an 
applicable medical imaging device shall be 
subject to the requirements of such respective 
section. Such application, notification, or re-
quest shall only be subject to the require-
ments of this chapter applicable to devices. 

(4) Definitions 

For purposes of this subsection—
(A) the term ‘‘applicable medical imaging 

device’’ means a device intended to be used 
in conjunction with a contrast agent (or 
class of contrast agents) for an imaging use 
that is not described in the approved label-
ing of such contrast agent (or the approved 
labeling of any contrast agent in the same 
class as such contrast agent); and 

(B) the term ‘‘contrast agent’’ means a 
drug that is approved under section 355 of 
this title or licensed under section 262 of 
title 42, is intended for use in conjunction 
with an applicable medical imaging device, 
and—

(i) is a diagnostic radiopharmaceutical, 
as defined in section 2 315.2 and 601.31 of 
title 21, Code of Federal Regulations (or 
any successor regulations); or 

(ii) is a diagnostic agent that improves 
the visualization of structure or function 
within the body by increasing the relative 
difference in signal intensity within the 
target tissue, structure, or fluid. 

(q) Regulation of over-the-counter hearing aids 

(1) Definition 

(A) In general 

In this subsection, the term ‘‘over-the-
counter hearing aid’’ means a device that—

(i) uses the same fundamental scientific 
technology as air conduction hearing aids 
(as defined in section 874.3300 of title 21, 
Code of Federal Regulations) (or any suc-
cessor regulation) or wireless air conduc-
tion hearing aids (as defined in section 
874.3305 of title 21, Code of Federal Regula-
tions) (or any successor regulation); 

(ii) is intended to be used by adults age 
18 and older to compensate for perceived 
mild to moderate hearing impairment; 

(iii) through tools, tests, or software, al-
lows the user to control the over-the-
counter hearing aid and customize it to 
the user’s hearing needs; 

(iv) may—
(I) use wireless technology; or 
(II) include tests for self-assessment of 

hearing loss; and

(v) is available over-the-counter, without 
the supervision, prescription, or other 
order, involvement, or intervention of a li-
censed person, to consumers through in-
person transactions, by mail, or online. 

(B) Exception 

Such term does not include a personal 
sound amplification product intended to am-
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plify sound for nonhearing impaired con-
sumers in situations including hunting and 
bird-watching. 

(2) Regulation 

An over-the-counter hearing aid shall be 
subject to the regulations promulgated in ac-
cordance with section 709(b) of the FDA Reau-
thorization Act of 2017 and shall be exempt 
from sections 801.420 and 801.421 of title 21, 
Code of Federal Regulations (or any successor 
regulations). 

(June 25, 1938, ch. 675, § 520, as added Pub. L. 
94–295, § 2, May 28, 1976, 90 Stat. 565; amended 
Pub. L. 101–629, §§ 3(b)(2), 4(b)(2), 5(c)(2), 6(b)(2), 
11, 14(a), 18(e), (f), Nov. 28, 1990, 104 Stat. 4514, 
4516, 4518, 4519, 4522, 4524, 4529; Pub. L. 102–571, 
title I, § 107(10), Oct. 29, 1992, 106 Stat. 4499; Pub. 
L. 105–115, title I, § 125(b)(2)(E), title II, §§ 201(a), 
203, 216(a)(1), title IV, § 410(a), Nov. 21, 1997, 111 
Stat. 2325, 2332, 2334, 2349, 2372; Pub. L. 109–96, § 1, 
Nov. 9, 2005, 119 Stat. 2119; Pub. L. 110–85, title 
III, § 303(a), title VIII, § 801(b)(3)(E), Sept. 27, 2007, 
121 Stat. 860, 921; Pub. L. 112–144, title V, § 507(c), 
title VI, §§ 601, 606, 613(a), 617, July 9, 2012, 126 
Stat. 1045, 1051, 1054, 1060, 1062; Pub. L. 114–255, 
div. A, title III, §§ 3024(a), 3038(b), 3052(a), 3056, 
3060(a), Dec. 13, 2016, 130 Stat. 1099, 1110, 1124, 
1128, 1130; Pub. L. 115–52, title V, § 502(b), title 
VII, §§ 706(a), 709(a), Aug. 18, 2017, 131 Stat. 1037, 
1058, 1065.)

Editorial Notes 

REFERENCES IN TEXT 

July 9, 2012, referred to in subsec. (b)(3), was in the 

original ‘‘the date of enactment of this section’’, which 

was translated as meaning the date of enactment of 

Pub. L. 112–144, which amended subsec. (b) generally, to 

reflect the probable intent of Congress. 
Section 14 of the Federal Advisory Committee Act, 

referred to in subsec. (f)(3), is section 14 of Pub. L. 

92–463, which is set out in the Appendix to Title 5, Gov-

ernment Organization and Employees. 
Section 709(b) of the FDA Reauthorization Act of 

2017, referred to in subsec. (q)(2), is section 709(b) of 

Pub. L. 115–52, which is set out as a note below. 

CODIFICATION 

In subsec. (k), ‘‘section 3324(a) and (b) of title 31 and 

section 6101 of title 41’’ substituted for ‘‘sections 3648 

and 3709 of the Revised Statutes (31 U.S.C. 529, 41 U.S.C. 

5)’’ on authority of Pub. L. 97–258, § 4(b), Sept. 13, 1982, 

96 Stat. 1067, which Act enacted Title 31, Money and Fi-

nance, and Pub. L. 111–350, § 6(c), Jan. 4, 2011, 124 Stat. 

3854, which Act enacted Title 41, Public Contracts. 

AMENDMENTS 

2017—Subsec. (m)(4). Pub. L. 115–52, § 502(b)(1)(B), in-

serted ‘‘or an appropriate local committee’’ after ‘‘re-

view committee’’ in two places in concluding provi-

sions. 
Subsec. (m)(4)(B). Pub. L. 115–52, § 502(b)(1)(A), in-

serted ‘‘or an appropriate local committee’’ after ‘‘re-

view committee’’ in two places. 
Subsec. (m)(6)(A)(iv). Pub. L. 115–52, § 502(b)(2), sub-

stituted ‘‘2022’’ for ‘‘2017’’. 
Subsec. (p). Pub. L. 115–52, § 706(a), added subsec. (p). 
Subsec. (q). Pub. L. 115–52, § 709(a), added subsec. (q). 

Amendment was executed to this section as amended 

by section 706(a) of Pub. L. 115–52, notwithstanding di-

rectory language referring to section as amended by 

section 708 of Pub. L. 115–52, which did not amend this 

section. 
2016—Subsec. (g)(3). Pub. L. 114–255, § 3024(a)(2), sub-

stituted ‘‘subparagraph (D)(ii)’’ for ‘‘subparagraph (D)’’ 

in concluding provisions. 

Subsec. (g)(3)(A)(i). Pub. L. 114–255, § 3056(1)(A), struck 

out ‘‘local’’ before ‘‘institutional review committee’’ 

and ‘‘which has been’’ before ‘‘established in accord-

ance with’’. 
Subsec. (g)(3)(B). Pub. L. 114–255, § 3056(1)(B), sub-

stituted ‘‘an institutional’’ for ‘‘a local institutional’’. 
Subsec. (g)(3)(D). Pub. L. 114–255, § 3024(a)(1), sub-

stituted ‘‘except where, subject to such conditions as 

the Secretary may prescribe—’’ for ‘‘except where sub-

ject to such conditions as the Secretary may pre-

scribe,’’, added cl. (i), and inserted cl. (ii) designation 

before ‘‘the investigator’’. 
Subsec. (h)(4)(A). Pub. L. 114–255, § 3038(b)(1), sub-

stituted ‘‘Subject to subparagraph (C), any informa-

tion’’ for ‘‘Any information’’ in introductory provi-

sions. 
Subsec. (h)(4)(C). Pub. L. 114–255, § 3038(b)(2), added 

subpar. (C). 
Subsec. (m)(1). Pub. L. 114–255, § 3052(a)(1), substituted 

‘‘not more than 8,000’’ for ‘‘fewer than 4,000’’. 
Subsec. (m)(2)(A). Pub. L. 114–255, § 3052(a)(2), sub-

stituted ‘‘not more than 8,000’’ for ‘‘fewer than 4,000’’. 
Subsec. (m)(4). Pub. L. 114–255, § 3056(2)(C), struck out 

‘‘local’’ after ‘‘chairperson of the’’ in concluding provi-

sions. 
Subsec. (m)(4)(A). Pub. L. 114–255, § 3056(2)(A), added 

subpar. (A) and struck out former subpar. (A) which 

read as follows: ‘‘in facilities that have established, in 

accordance with regulations of the Secretary, a local 

institutional review committee to supervise clinical 

testing of devices in the facilities, and’’. 
Subsec. (m)(4)(B). Pub. L. 114–255, § 3056(2)(B), sub-

stituted ‘‘an institutional’’ for ‘‘a local institutional’’. 
Subsec. (m)(6)(A)(ii). Pub. L. 114–255, § 3052(a)(3), sub-

stituted ‘‘8,000’’ for ‘‘4,000’’. 
Subsec. (o). Pub. L. 114–255, § 3060(a), added subsec. (o). 
2012—Subsec. (b). Pub. L. 112–144, § 617, amended sub-

sec. (b) generally. Prior to amendment, subsec. (b) re-

lated to custom devices. 
Subsec. (g)(2)(B)(ii). Pub. L. 112–144, § 601(1), inserted 

‘‘safety or effectiveness’’ before ‘‘data obtained’’. 
Subsec. (g)(4)(C). Pub. L. 112–144, § 601(2), added sub-

par. (C). 
Subsec. (g)(8). Pub. L. 112–144, § 606, added par. (8). 
Subsec. (m)(6)(A)(i). Pub. L. 112–144, § 613(a)(1)(A)(i), 

added cl. (i) and struck out former cl. (i) which read as 

follows: 
‘‘(i)(I) The device with respect to which the exemp-

tion is granted is intended for the treatment or diag-

nosis of a disease or condition that occurs in pediatric 

patients or in a pediatric subpopulation, and such de-

vice is labeled for use in pediatric patients or in a pedi-

atric subpopulation in which the disease or condition 

occurs. 
‘‘(II) The device was not previously approved under 

this subsection for the pediatric patients or the pedi-

atric subpopulation described in subclause (I) prior to 

September 27, 2007.’’
Subsec. (m)(6)(A)(ii). Pub. L. 112–144, § 613(a)(1)(A)(ii), 

added cl. (ii) and struck out former cl. (ii) which read 

as follows: ‘‘During any calendar year, the number of 

such devices distributed during that year does not ex-

ceed the annual distribution number specified by the 

Secretary when the Secretary grants such exemption. 

The annual distribution number shall be based on the 

number of individuals affected by the disease or condi-

tion that such device is intended to treat, diagnose, or 

cure, and of that number, the number of individuals 

likely to use the device, and the number of devices rea-

sonably necessary to treat such individuals. In no case 

shall the annual distribution number exceed the num-

ber identified in paragraph (2)(A).’’
Subsec. (m)(6)(A)(iv). Pub. L. 112–144, § 507(c), sub-

stituted ‘‘2017’’ for ‘‘2012’’. 
Subsec. (m)(6)(C). Pub. L. 112–144, § 613(a)(1)(B), 

amended subpar. (C) generally. Prior to amendment, 

subpar. (C) read as follows: ‘‘A person may petition the 

Secretary to modify the annual distribution number 

specified by the Secretary under subparagraph (A)(ii) 

with respect to a device if additional information on 
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the number of individuals affected by the disease or 

condition arises, and the Secretary may modify such 

number but in no case shall the annual distribution 

number exceed the number identified in paragraph 

(2)(A).’’
Subsec. (m)(7). Pub. L. 112–144, § 613(a)(2), substituted 

‘‘regarding a device described in paragraph (6)(A)(i)(I)’’ 

for ‘‘regarding a device’’. 
Subsec. (m)(8). Pub. L. 112–144, § 613(a)(3), substituted 

‘‘of all devices described in paragraph (6)(A)(i)(I)’’ for 

‘‘of all devices described in paragraph (6)’’. 
2007—Subsec. (m)(2). Pub. L. 110–85, § 801(b)(3)(E), in-

serted before period at end of first sentence of con-

cluding provisions ‘‘and such application shall include 

the certification required under section 282(j)(5)(B) of 

title 42 (which shall not be considered an element of 

such application)’’. 
Subsec. (m)(3). Pub. L. 110–85, § 303(a)(1), substituted 

‘‘Except as provided in paragraph (6), no’’ for ‘‘No’’. 
Subsec. (m)(5). Pub. L. 110–85, § 303(a)(2), inserted ‘‘, if 

the Secretary has reason to believe that the require-

ments of paragraph (6) are no longer met,’’ after ‘‘pub-

lic health’’ and inserted at end ‘‘If the person granted 

an exemption under paragraph (2) fails to demonstrate 

continued compliance with the requirements of this 

subsection, the Secretary may suspend or withdraw the 

exemption from the effectiveness requirements of sec-

tions 360d and 360e of this title for a humanitarian de-

vice only after providing notice and an opportunity for 

an informal hearing.’’
Subsec. (m)(6) to (8). Pub. L. 110–85, § 303(a)(3), added 

pars. (6) to (8) and struck out former par. (6) which read 

as follows: ‘‘The Secretary may suspend or withdraw an 

exemption from the effectiveness requirements of sec-

tions 360d and 360e of this title for a humanitarian de-

vice only after providing notice and an opportunity for 

an informal hearing.’’
2005—Subsec. (n). Pub. L. 109–96 added subsec. (n). 
1997—Subsec. (f)(1)(B)(iii). Pub. L. 105–115, § 410(a), 

added cl. (iii). 
Subsec. (g)(6), (7). Pub. L. 105–115, § 201(a), added pars. 

(6) and (7). 
Subsec. (h)(4). Pub. L. 105–115, § 216(a)(1), amended par. 

(4) generally. Prior to amendment, par. (4) related to 

premarket approval of devices. 
Subsec. (l). Pub. L. 105–115, § 125(b)(2)(E), struck out 

‘‘or antibiotic drugs’’ after ‘‘new drugs’’ in heading. 
Subsec. (l)(4). Pub. L. 105–115, § 125(b)(2)(E), struck out 

par. (4) which read as follows: ‘‘Any device intended for 

human use which on the enactment date was subject to 

the requirements of section 357 of this title shall be 

subject to such requirements as follows: 
‘‘(A) In the case of such a device which is classified 

into class I, such requirements shall apply to such de-

vice until the effective date of the regulation 

classifying the device into such class. 
‘‘(B) In the case of such a device which is classified 

into class II, such requirements shall apply to such 

device until the effective date of a performance 

standard applicable to the device under section 360d 

of this title. 
‘‘(C) In the case of such a device which is classified 

into class III, such requirements shall apply to such 

device until the date on which the device is required 

to have in effect an approved application under sec-

tion 360e of this title.’’
Subsec. (m)(2). Pub. L. 105–115, § 203(1), inserted at end 

‘‘The request shall be in the form of an application sub-

mitted to the Secretary. Not later than 75 days after 

the date of the receipt of the application, the Secretary 

shall issue an order approving or denying the applica-

tion.’’
Subsec. (m)(4). Pub. L. 105–115, § 203(2)(B), inserted at 

end ‘‘In a case described in subparagraph (B) in which 

a physician uses a device without an approval from an 

institutional review committee, the physician shall, 

after the use of the device, notify the chairperson of 

the local institutional review committee of such use. 

Such notification shall include the identification of the 

patient involved, the date on which the device was 

used, and the reason for the use.’’

Subsec. (m)(4)(B). Pub. L. 105–115, § 203(2)(A), inserted 

before period at end ‘‘, unless a physician determines in 

an emergency situation that approval from a local in-

stitutional review committee can not be obtained in 

time to prevent serious harm or death to a patient’’. 

Subsec. (m)(5). Pub. L. 105–115, § 203(3), amended par. 

(5) generally. Prior to amendment, par. (5) read as fol-

lows: ‘‘An exemption under paragraph (2) shall be for a 

term of 18 months and may only be initially granted in 

the 5-year period beginning on the date regulations 

under paragraph (6) take effect. The Secretary may ex-

tend such an exemption for a period of 18 months if the 

Secretary is able to make the findings set forth in 

paragraph (2) and if the applicant supplies information 

demonstrating compliance with paragraph (3). An ex-

emption may be extended more than once and may be 

extended after the expiration of such 5-year period.’’

Subsec. (m)(6). Pub. L. 105–115, § 203(4), amended par. 

(6) generally. Prior to amendment, par. (6) read as fol-

lows: ‘‘Within one year of November 28, 1990, the Sec-

retary shall issue regulations to implement this sub-

section.’’

1992—Subsec. (g)(2)(A). Pub. L. 102–571 substituted 

‘‘379e’’ for ‘‘376’’. 

1990—Subsec. (c). Pub. L. 101–629, § 11(1), substituted 

‘‘from class III to class II or class I’’ for ‘‘under section 

360c of this title from class III to class II’’ and inserted 

‘‘(1) in accordance with subsection (h), and (2)’’ after 

‘‘except’’. 

Subsec. (f)(1)(A). Pub. L. 101–629, § 18(e), inserted ‘‘pre-

production design validation (including a process to as-

sess the performance of a device but not including an 

evaluation of the safety or effectiveness of a device),’’ 

after ‘‘manufacture,’’. 

Subsec. (h)(3). Pub. L. 101–629, § 11(2)(A), substituted 

‘‘Except as provided in paragraph (4), any’’ for ‘‘Any’’. 

Subsec. (h)(4). Pub. L. 101–629, § 11(2)(B), added par. (4). 

Subsec. (i). Pub. L. 101–629, § 6(b)(2), substituted ‘‘sec-

tion 360d(b)(5)(B)’’ for ‘‘section 360d(g)(5)(B)’’. 

Subsec. (j). Pub. L. 101–629, § 3(b)(2), substituted ‘‘Ex-

cept as provided in section 360i(e) of this title, no’’ for 

‘‘No’’. 

Subsec. (l)(2). Pub. L. 101–629, § 18(f), struck out ‘‘and 

after affording the petitioner an opportunity for an in-

formal hearing’’ after ‘‘under this paragraph’’. 

Pub. L. 101–629, § 5(c)(2), substituted ‘‘The Secretary 

may initiate the reclassification of a device classified 

into class III under paragraph (1) of this subsection or 

the manufacturer’’ for ‘‘The manufacturer’’. 

Subsec. (l)(5). Pub. L. 101–629, § 4(b)(2), added par. (5). 

Subsec. (m). Pub. L. 101–629, § 14(a), added subsec. (m).

Statutory Notes and Related Subsidiaries 

EFFECTIVE DATE OF 1997 AMENDMENT 

Amendment by sections 201(a), 203, 216(a)(1), and 

410(a) of Pub. L. 105–115 effective 90 days after Nov. 21, 

1997, except as otherwise provided, see section 501 of 

Pub. L. 105–115, set out as a note under section 321 of 

this title. 

EFFECTIVE DATE OF 1990 AMENDMENT 

Pub. L. 101–629, § 14(b), Nov. 28, 1990, 104 Stat. 4525, 

provided that: ‘‘Subsection (m) of section 520 of the 

Federal Food, Drug, and Cosmetic Act [21 U.S.C. 

360j(m)], as added by the amendment made by sub-

section (a), shall take effect on the effective date of the 

regulations issued by the Secretary under paragraph (6) 

of such subsection.’’

REGULATIONS AND GUIDANCE CONCERNING OVER-THE-

COUNTER HEARING AIDS 

Pub. L. 115–52, title VII, § 709(b), (c), Aug. 18, 2017, 131 

Stat. 1066, 1067, provided that: 

‘‘(b) REGULATIONS TO ESTABLISH CATEGORY.—

‘‘(1) IN GENERAL.—The Secretary of Health and 

Human Services (referred to in this section [amend-

ing this section and enacting this note] as the ‘Sec-

retary’), not later than 3 years after the date of en-
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actment of this Act [Aug. 18, 2017], shall promulgate 

proposed regulations to establish a category of over-

the-counter hearing aids, as defined in subsection (q) 

of section 520 of the Federal Food, Drug, and Cos-

metic Act (21 U.S.C. 360j) as amended by subsection 

(a), and, not later than 180 days after the date on 

which the public comment period on the proposed 

regulations closes, shall issue such final regulations. 
‘‘(2) REQUIREMENTS.—In promulgating the regula-

tions under paragraph (1), the Secretary shall—
‘‘(A) include requirements that provide reason-

able assurances of the safety and effectiveness of 

over-the-counter hearing aids; 
‘‘(B) include requirements that establish or adopt 

output limits appropriate for over-the-counter 

hearing aids; 
‘‘(C) include requirements for appropriate label-

ing of over-the-counter hearing aids, including re-

quirements that such labeling include a con-

spicuous statement that the device is only intended 

for adults age 18 and older, information on how con-

sumers may report adverse events, information on 

any contraindications, conditions, or symptoms of 

medically treatable causes of hearing loss, and ad-

visements to consult promptly with a licensed 

health care practitioner; and 
‘‘(D) describe the requirements under which the 

sale of over-the-counter hearing aids is permitted, 

without the supervision, prescription, or other 

order, involvement, or intervention of a licensed 

person, to consumers through in-person trans-

actions, by mail, or online. 
‘‘(3) PREMARKET NOTIFICATION.—The Secretary shall 

make findings under section 510(m) of the Federal 

Food, Drug, and Cosmetic Act (21 U.S.C. 360(m)) to 

determine whether over-the-counter hearing aids (as 

defined in section 520(q) of the Federal Food, Drug, 

and Cosmetic Act (21 U.S.C. 360j[(q)]), as amended by 

subsection (a)) require a report under section 510(k) 

[21 U.S.C. 360(k)] to provide reasonable assurance of 

safety and effectiveness. 
‘‘(4) EFFECT ON STATE LAW.—No State or local gov-

ernment shall establish or continue in effect any law, 

regulation, order, or other requirement specifically 

related to hearing products that would restrict or 

interfere with the servicing, marketing, sale, dis-

pensing, use, customer support, or distribution of 

over-the-counter hearing aids (as defined in section 

520(q) of the Federal Food, Drug, and Cosmetic Act 

(21 U.S.C. 360j[(q)]), as amended by subsection (a)) 

through in-person transactions, by mail, or online, 

that is different from, in addition to, or otherwise not 

identical to, the regulations promulgated under this 

subsection, including any State or local requirement 

for the supervision, prescription, or other order, in-

volvement, or intervention of a licensed person for 

consumers to access over-the-counter hearing aids. 
‘‘(5) NO EFFECT ON PRIVATE REMEDIES.—Nothing in 

this section shall be construed to modify or otherwise 

affect the ability of any person to exercise a private 

right of action under any State or Federal product li-

ability, tort, warranty, contract, or consumer protec-

tion law. 
‘‘(c) NEW GUIDANCE ISSUED.—Not later than the date 

on which final regulations are issued under subsection 

(b), the Secretary shall update and finalize the draft 

guidance of the Department of Health and Human Serv-

ices entitled ‘Regulatory Requirements for Hearing Aid 

Devices and Personal Sound Amplification Products’, 

issued on November 7, 2013. Such updated and finalized 

guidance shall clarify which products, on the basis of 

claims or other marketing, advertising, or labeling ma-

terial, meet the definition of a device in section 201 of 

the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 

321) and which products meet the definition of a per-

sonal sound amplification product, as set forth in such 

guidance.’’

GUIDANCE DOCUMENT ON PROBABLE BENEFIT 

Pub. L. 114–255, div. A, title III, § 3052(b), Dec. 13, 2016, 

130 Stat. 1125, provided that: ‘‘Not later than 18 months 

after the date of enactment of this Act [Dec. 13, 2016], 

the Secretary of Health and Human Services, acting 

through the Commissioner of Food and Drugs, shall 

publish a draft guidance that defines the criteria for es-

tablishing ‘probable benefit’ as that term is used in sec-

tion 520(m)(2)(C) of the Federal Food, Drug, and Cos-

metic Act (21 U.S.C. 360j(m)(2)(C)).’’

REPORTS 

Pub. L. 114–255, div. A, title III, § 3060(b), Dec. 13, 2016, 

130 Stat. 1132, provided that: ‘‘The Secretary of Health 

and Human Services (referred to in this subsection as 

the ‘Secretary’), after consultation with agencies and 

offices of the Department of Health and Human Serv-

ices involved in health information technology, shall 

publish a report, not later than 2 years after the date 

of enactment of this Act [Dec. 13, 2016] and every 2 

years thereafter, that—
‘‘(1) includes input from outside experts, such as 

representatives of patients, consumers, health care 

providers, startup companies, health plans or other 

third-party payers, venture capital investors, infor-

mation technology vendors, health information tech-

nology vendors, small businesses, purchasers, em-

ployers, and other stakeholders with relevant exper-

tise, as determined by the Secretary; 
‘‘(2) examines information available to the Sec-

retary on any risks and benefits to health associated 

with software functions described in section 520(o)(1) 

of the Federal Food, Drug, and Cosmetic Act (21 

U.S.C. 360j[(o)(1)]) (as amended by subsection (a)); and 
‘‘(3) summarizes findings regarding the impact of 

such software functions on patient safety, including 

best practices to promote safety, education, and com-

petency related to such functions.’’

APPLICABILITY TO EXISTING DEVICES 

Pub. L. 112–144, title VI, § 613(b), July 9, 2012, 126 Stat. 

1061, provided that: ‘‘A sponsor of a device for which an 

exemption was approved under paragraph (2) of section 

520(m) of the Federal Food, Drug, and Cosmetic Act (21 

U.S.C. 360j(m)) before the date of enactment of this Act 

[July 9, 2012] may seek a determination under sub-

clause (I) or (II) of section 520(m)(6)(A)(i) (as amended 

by subsection (a)). If the Secretary of Health and 

Human Services determines that such subclause (I) or 

(II) applies with respect to a device, clauses (ii), (iii), 

and (iv) of subparagraph (A) and subparagraphs (B), (C), 

(D), and (E) of paragraph (6) of such section 520(m) shall 

apply to such device, and the Secretary shall determine 

the annual distribution number for purposes of clause 

(ii) of such subparagraph (A) when making the deter-

mination under this subsection.’’

GUIDANCE 

Pub. L. 110–85, title III, § 303(c), Sept. 27, 2007, 121 Stat. 

862, provided that: ‘‘Not later than 180 days after the 

date of the enactment of this Act [Sept. 27, 2007], the 

Commissioner of Food and Drugs shall issue guidance 

for institutional review committees on how to evaluate 

requests for approval for devices for which a humani-

tarian device exemption under section 520(m)(2) of the 

Federal Food, Drug, and Cosmetic Act (21 U.S.C. 

360j(m)(2)) has been granted.’’
Pub. L. 107–250, title II, § 213, Oct. 26, 2002, 116 Stat. 

1614, provided that: ‘‘Not later than 270 days after the 

date of the enactment of this Act [Oct. 26, 2002], the 

Secretary of Health and Human Services shall issue 

guidance on the following: 
‘‘(1) The type of information necessary to provide 

reasonable assurance of the safety and effectiveness 

of medical devices intended for use in pediatric popu-

lations. 
‘‘(2) Protections for pediatric subjects in clinical in-

vestigations of the safety or effectiveness of such de-

vices.’’

REPORT ON HUMANITARIAN DEVICE EXEMPTIONS 

Pub. L. 101–629, § 14(c), Nov. 28, 1990, 104 Stat. 4525, di-

rected Secretary of Health and Human Services, within 



Page 362TITLE 21—FOOD AND DRUGS§ 360k 

1 So in original. Probably should be ‘‘this’’. 

4 years after issuance of regulations under 21 U.S.C. 

360j(m)(6), to report to Congress on types of devices ex-

empted, an evaluation of effects of such section, and a 

recommendation on extension of the section. 

REFERENCES IN OTHER LAWS TO GS–16, 17, OR 18 PAY 

RATES 

References in laws to the rates of pay for GS–16, 17, 

or 18, or to maximum rates of pay under the General 

Schedule, to be considered references to rates payable 

under specified sections of Title 5, Government Organi-

zation and Employees, see section 529 [title I, § 101(c)(1)] 

of Pub. L. 101–509, set out in a note under section 5376 

of Title 5. 

§ 360k. State and local requirements respecting 
devices 

(a) General rule 

Except as provided in subsection (b), no State 
or political subdivision of a State may establish 
or continue in effect with respect to a device in-
tended for human use any requirement—

(1) which is different from, or in addition to, 
any requirement applicable under this chapter 
to the device, and 

(2) which relates to the safety or effective-
ness of the device or to any other matter in-
cluded in a requirement applicable to the de-
vice under this chapter. 

(b) Exempt requirements 

Upon application of a State or a political sub-
division thereof, the Secretary may, by regula-
tion promulgated after notice and opportunity 
for an oral hearing, exempt from subsection (a), 
under such conditions as may be prescribed in 
such regulation, a requirement of such State or 
political subdivision applicable to a device in-
tended for human use if—

(1) the requirement is more stringent than a 
requirement under this chapter which would 
be applicable to the device if an exemption 
were not in effect under this subsection; or 

(2) the requirement—
(A) is required by compelling local condi-

tions, and 
(B) compliance with the requirement 

would not cause the device to be in violation 
of any applicable requirement under this 
chapter. 

(June 25, 1938, ch. 675, § 521, as added Pub. L. 
94–295, § 2, May 28, 1976, 90 Stat. 574.) 

§ 360l. Postmarket surveillance 

(a) Postmarket surveillance 

(1) In general 

(A) Conduct 

The Secretary may by order, at the time of 
approval or clearance of a device or at any 
time thereafter, require a manufacturer to 
conduct postmarket surveillance for any de-
vice of the manufacturer that is a class II or 
class III device—

(i) the failure of which would be reason-
ably likely to have serious adverse health 
consequences; 

(ii) that is expected to have significant 
use in pediatric populations; or 

(iii) that is intended to be—
(I) implanted in the human body for 

more than 1 year; or 

(II) a life-sustaining or life-supporting 
device used outside a device user facil-
ity. 

(B) Condition 

The Secretary may order a postmarket 
surveillance under subparagraph (A) as a 
condition to approval or clearance of a de-
vice described in subparagraph (A)(ii). 

(2) Rule of construction 

The provisions of paragraph (1) shall have no 
effect on authorities otherwise provided under 
the 1 chapter or regulations issued under this 
chapter. 

(b) Surveillance approval 

(1) In general 

Each manufacturer required to conduct a 
surveillance of a device shall, within 30 days of 
receiving an order from the Secretary pre-
scribing that the manufacturer is required 
under this section to conduct such surveil-
lance, submit, for the approval of the Sec-
retary, a plan for the required surveillance. 
The Secretary, within 60 days of the receipt of 
such plan, shall determine if the person des-
ignated to conduct the surveillance has appro-
priate qualifications and experience to under-
take such surveillance and if the plan will re-
sult in the collection of useful data that can 
reveal unforeseen adverse events or other in-
formation necessary to protect the public 
health. The manufacturer shall commence sur-
veillance under this section not later than 15 
months after the day on which the Secretary 
issues an order under this section. Except as 
provided in paragraph (2), the Secretary, in 
consultation with the manufacturer, may by 
order require a prospective surveillance period 
of up to 36 months. Except as provided in para-
graph (2), any determination by the Secretary 
that a longer period is necessary shall be made 
by mutual agreement between the Secretary 
and the manufacturer or, if no agreement can 
be reached, after the completion of a dispute 
resolution process as described in section 
360bbb–1 of this title. 

(2) Longer surveillance for pediatric devices 

The Secretary may by order require a pro-
spective surveillance period of more than 36 
months with respect to a device that is ex-
pected to have significant use in pediatric pop-
ulations if such period of more than 36 months 
is necessary in order to assess the impact of 
the device on growth and development, or the 
effects of growth, development, activity level, 
or other factors on the safety or efficacy of 
the device. 

(c) Dispute resolution 

A manufacturer may request review under sec-
tion 360bbb–1 of this title of any order or condi-
tion requiring postmarket surveillance under 
this section. During the pendency of such re-
view, the device subject to such a postmarket 
surveillance order or condition shall not, be-
cause of noncompliance with such order or con-
dition, be deemed in violation of section 


		Superintendent of Documents
	2022-01-19T14:08:08-0500
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




